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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on May 6, 2009 has been entered. 

2. This Office action is responsive to an amendment filed May 6, 2009. Claims 1, 3-4, 7-15, 
17-54 & 61-67 are pending. Claims 2, 5-6, 16 & 55-60 have been cancelled. Claims 23-54 & 61- 
62 have been withdrawn. Claims 1, 14 & 21 have been amended. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the first paragraph of35U.S.C. 112: 

The specification sliall contain a written description of tiie invention, and of tlie manner and process of 
malting and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claim 17 is rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for a guidewire having an outer tubular member that is selected from a 
polymer sheath or a coil (i.e. as evidenced by claim 1), does not reasonably provide enablement 
for a guidewire having an outer tubular member and fiirther comprising a polymer sheath . The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make the invention commensurate in scope with these claims. 
Applicant's original specification only provides for a guidewire that includes an outer tubular 
member that may be a polymer sheath (see fig. 3) or a coil (see fig. 4). As such, the original 
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specification fails to teach a guidewire comprising an outer tubular member, which may be a 
polymer sheath or a coil, and yet further includes a polymer sheath . In view of the foregoing, the 
Examiner submits that the specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly coimected, to make the invention commensurate in 

scope with these claims. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claim 67 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

At line 9 of the claim, the limitation "iimer coil" lacks sufficient antecedent basis; For 
example, there is no prior recitation of this limitation in the claim. Moreover, the limitation 
"inner coil" should apparently read --metallic coil member--. 

Claim Rejections - 35 USC §103 

7. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

8. Claims 1, 3-4, 7, 12-15, 17, 22 & 63-66 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Christian (US 5,178,159) in view of Frisbie et al. (US 5,517,989), and further 
in view of Little (US 5,313,957). 

In regards to claim 1, Christian discloses a guidewire, comprising: 
(a) a core member 203 having a proximal end and a distal end, wherein the core 
member 203 is generally soUd in cross-section; 
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(b) a metallic tubular member 206 having a proximal end and a distal end and a 
lumen therebetween, the tubular member 206 disposed about and connected to the distal end of 
the core member 203, the distal end of the tubular member 206 extending distally beyond the 
distal end of the core member 203; and, 

(c) a coil member 210 connected to and disposed about the tubular member 206; 
wherein the coil member 210 includes a distal end and a proximal end, and 

wherein the distal end of the coil member 210 extends distally beyond the distal end of the 
tubular member 206 (see fig. 12). 

In regards to claim 3, Christian discloses a guidewire wherein the proximal end of the 
coil member 210 is positioned distal of the distal end of the core member 203 (see fig. 12). 

In regards to claim 4, Christian discloses a guidewire wherein the proximal end of the 
tubular member 206 fits over the distal end of the core member 203 (see fig. 12). 

In regards to claim 12, Christian discloses a guidewire wherein the tubular member 206 
has a hemispherical cross section (see fig. 12). 

In regards to claim 13, Christian discloses a guidewire wherein the tubular member 206 
has a circular cross section (see fig. 12). 

In regards to claim 14, Christian discloses a guidewire comprising: 

(a) a core member 203 including a proximal portion having a proximal end and a 
distal portion having a distal end, wherein the core member 203 is generally solid in cross- 
section; and 



Application/Control Number: 10/748,933 Page 5 

Art Unit: 3736 

(b) a distal assembly (206, 210) including a tubular member 206 having an inner 
surface adapted for connection to the distal portion of the core member 203, and an outer surface, 
and a coil member 210 connected to the tubular member 206; 

wherein the distal assembly (206, 210) is connected to the distal portion of the core 
member 203 such that a portion of the distal assembly extends distally beyond the distal end of 
the core member 203 (see fig. 12). 

In regards to claim 15, Christian discloses a guidewire wherein the distal assembly is 
connected to the distal portion of the core member 203 such that a portion of the tubular member 
206 extends distally beyond the distal end of the core member 203 (see fig. 12). 

In regards to claim 22, Christian discloses a guidewire wherein the tubular member 206 
has a circular cross section (see fig. 12). 

In regards to claim 63, Christian discloses a medical device wherein the proximal end of 
the coil 2 is distal to the distal end of the core member 203 (see fig. 1 2). 

In regards to claim 64, Christian discloses a medical device wherein the proximal end of 
the coil 2 is distal to the distal end of the tubular member 206 (see fig. 12). 

In regards to claim 65, Christian discloses a guidewire wherein the proximal end of the 
coil 2 is distal to the distal end of the core member 203 (see fig. 12). 

In regards to claim 66, Christian discloses a guidewire wherein the proximal end of the 
coil 2 is distal to the distal end of the tubular member 206 (see fig. 12). 

Christian disclose a guidewire, as described above, that fails to explicitly teach a core 
member that is connected to the inner surface of the tubular member. Christian further discloses 
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a guidewire, as described above, that fails to explicitly teach an outer member or polymer sheath 
disposed around the core member. 

However, Frisbie et al. teach that it is known to connect a core member 34 to a tubular 
member 33 via soldering in order to stably hold the sections of the guidewire together (see fig. 3; 
col. 5, lines 14-18). 

Moreover, Little discloses a guidewire 12 comprising an outer member 20 disposed 
around the guidewire 12; wherein the outer member 20 is a polymer sheath (see col. 3, lines 64- 
68; col. 4, lines 1-14). 

In regards to claims 1, 3-4, 7, 12-15, 17, 22 & 63-66, it would have been obvious to one 
of ordinary skill in the art at the time Applicant's invention was made to provide the guidewire 
of Christian with a core member that is connected to the tubular member as taught by Frisbie et 
al. in order to stably hold the sections of the guidewire together. 

Similarly, it would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide the guidewire of Christian as modified by Frisbie et 
al. with an outer member as taught by Little in order to increase the lubricity of the guidewire. 
9. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Christian ('159) in 
view of Frisbie et al. ('989), Little ('957), and fiirther in view of Palmer et al. (US 6,544,231). 

Christian as modified by Frisbie et al. and Little discloses a guidewire, as described 
above, that fails to teach the process of laser welding or soldering. 

However, Palmer et al. disclose a medical instrument wherein a coil is bonded to a 
metallic tubular structure through laser welding (see column 4/lines 16-18). 
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Since it is known to provide metallic tubular and core members, it would have been 
obvious to one of ordinary skill in the art at the time Applicant's invention was made to attach 
the guidewire of Christian as modified by Frisbie et al. and Little with a connecting process as 
taught by Palmer et al. in order to tightly fuse metal elements together. 

10. Claims 9-10 & 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Christian ('159) in view of Frisbie et al. ('989), Little ('957), and fiirther in view of Cook et al. 
(US 5,213,111). 

Christian as modified by Frisbie et al. and Little discloses a guidewire, as described 
above, that fails to teach connecting the tubular member through crimping. 

However, Cook et al. disclose a guidewire wherein a coil member 2 is connected to a 
core member through crimping (see column 3/lines 13-16). 

It would have been obvious to one of ordinary skill in the art at the time Applicant's 
invention was made to provide the guidewire of Christian as modified by Frisbie et al. and Little 
with a connecting process as taught by Cook et al. in order to hold the elements together in a 
friction-fit fashion. 

11. Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Christian ('159) 
in view of Frisbie et al. ('989), Little ('957), Cook et al. (' 1 1 1), and further in view of Palmer et 
al. (US 6,544,231). 

Christian as modified by Frisbie et al. Little and Cook et al, above, discloses a 
guidewire, as described above, that fails to teach the process of laser welding or soldering. 

However, Palmer et al. disclose a medical instrument wherein a coil is bonded to a 
metallic tubular structure through laser welding (see column 4/lines 16-18). 
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Since it is known to provide metallic tubular and core members, it would have been 
obvious to one of ordinary skill in the art at the time Applicant's invention was made to attach 
the guidewire of Christian as modified by Frisbie et al., Little and Cook et al, above, with a 
connecting process as taught by Pahner et al. in order to tightly fuse metal elements together. 

12. Claims 18 & 20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Christian 
('159) in view of Frisbie et al. ('989), Little ('957), and further in view of Palmer et al. (US 
6,544,231). 

Christian as modified by Frisbie et al. and Little above, discloses a guidewire, as 
described above, that fails to teach the process of laser welding or soldering. 

However, Palmer et al. disclose a medical instrument wherein a coil is bonded to a 
metallic tubular structure through laser welding (see column 4/lines 16-18). 

Since it is known to provide metallic tubular and core members, it would have been 
obvious to one of ordinary skill in the art at the time Applicant's invention was made to attach 
the guidewire of Christian as modified by Frisbie et al. and Little above, with a connecting 
process as taught by Palmer et al. in order to tightly fuse metal elements together. 

13. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Christian ('159) 
in view of Frisbie et al. ('989), Little ('957), and fiirther in view of Buchbinder et al. (US 
4,815,478). 

Christian as modified by Frisbie et al. and Little above, discloses a guidewire, as 
described above, that fails to teach a guidewire wherein the tubular member comprises a C- 
shaped cross section. 
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However, Buchbinder et al. disclose a guidewire comprising a tubular member 41 
wherein the tubular member 41 comprises a C-shaped cross section (see figs. 3-4). 

It would have been obvious to one of ordinary skill in the art at the time Applicant's 
invention was made to modify the guidewire of Christian as modified by Frisbie et al. and Little 
above to include a C-shaped cross section as taught by Buchbinder et al. in order to increase the 
flexibility of the guidewire in the distal direction for better steerability. 

Allowable Subject Matter 

14. Claim 67 would be allowable if rewritten or amended to overcome the rejection(s) under 
35 U.S.C. 1 12, 2nd paragraph, set forth in this Office action. 

Response to Arguments 

15. Applicant's arguments filed May 6, 2009 have been considered but are moot in view of 
the new ground(s) of rejection. 

Conclusion 

16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RENE TOWA whose telephone number is (571)272-8758. The 
examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained trom the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/R. T./ 

Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



